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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
9/25/2006 has been entered. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-20 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Examiner could find no support in the 
specification for the limitation of "wherein the outer covering and inner core are not 
movable with respect to each other". Additionally, in paragraphs 0043, 0046, and 0047, 
it is disclosed that the inner core is inserted into the tube. Any negative limitation or 



Application/Control Number: 10/635,091 Page 3 

Art Unit: 3762 

exclusionary proviso nnust have basis in the original disclosure. The mere absence of a 
positive recitation is not basis for an exclusion. Any claim containing a negative 
limitation which does not have basis in the original disclosure should be rejected under 
35 use 112, first paragraph, as failing to comply with the written description 
requirement (See MPEP 2173.05(i)). Although the specification may or may not 
disclose an embodiment wherein the two elements are movable, there is no support 
found for making the two elements immovable with respect to each other. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1, 2. 5-11, 14, 17 and 18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Williams et al. (US 6,214,016 hereinafter "Williams"). 

5. In regards to claim 1 . Williams discloses a stylet (42, 44 and 46). comprising an 
outer metallic covering (element 44 and col. 5. line 37), an inner core (46), and the outer 
and inner portions have different elastic and buckling properties (col. 5, line 37 and col. 

6. line 8). Further, the tube and inner core are not movable with respect to each other 
(when in the fixed state of column 3, lines 1-23). 

6. In regards to claims 2, 14 and 18, the outer covering is a super-elastic metallic 
material, which is more flexible than the inner core. (col. 5, line 39) and the inner core is 



Application/Control Number: 10/635,091 Page 4 

Art Unit: 3762 

a linear elastic material (col. 6, line 8), which is more resistant to buckling, and the 
system comprises a lead (col. 1. line 17). Please note that, since the stylet is inserted 
into a hollow lead (col. 6, line 63), and there are no permanent fixation means, Williams' 
stylet can inherently be used more than once. 

7. In regards to claim 5, the stylet is isodiametric (Fig. 5). 

8. In regards to claim 6, the outer covering has variable wall thickness along the 
length of the stylet (Fig. 6 - thickness 1 is in the region of 44 and thickness 2 is in the 
region of 46). 

9. In regards to claim 7, the outer covering has a constant wall thickness along the 
length of the stylet (Figs. 5, 9 and 10). 

10. In regards to claim 8, the stylet has variable outer circumference (Fig. 6 - 
circumference 1 is in the region of 44 and circumference 2 is in the region of 46). 

11. In regards to claim 9, the outer covering (44) has constant wall thickness along 
the length of the stylet (Figs. 6, 9, and 10). 

12. In regards to claim 10, the inner core has constant thickness along the length of 
the stylet (Fig. 11). 

13. In regards to claim 1 1 , the inner core material is a super-elastic material (col. 6, 
line 40), and the outer covering material is a linear elastic material (col. 6, line 3). 

14. In regards to claim 17, the outer covering defines a tube having an annulus (Fig. 
10). 
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Claim Rejections - 35 USC § 103 

15. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

16. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

17. Claim 13 rejected under 35 U.S.C, 102(b) as anticipated by or, in the alternative, 
under 35 U.S.C. 103(a) as obvious over Williams. Williams discloses the essential 
features of the claimed invention, including using a Nitinol inner core that has 8% 
recoverable strain and a radius of curvature of 0.10 inches (col. 6, line 46) and an inner 
core that operates on the compression side of the stress-strain curve because the inner 
tube pushes the lead (Fig. 6), thusly placing the inner tube in a compressive state 
during pushing. Although Williams does not explicitly disclose that the core is pre- 
stressed, the core would inherently be required to be pre-stressed to achieve any sort of 
curvature during deployment. Alternatively, it is well known in the art to pre-stress 
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Nitinol elements to impart a shape change for steering or fixation. Therefore, it would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to pre-stress the inner Nitinol core of Williams' invention to provide a means to 
steer or fix the structure. 

18. Claims 3, 4, and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Williams. Williams discloses the essential features of the claimed invention, 
including providing an outer covering that defines a tube and annulus (Fig. 10), a non- 
separable solid stylet, and an outer material of Nitinol (col. 5, line 37), but does not 
explicitly disclose that the stainless steel of the inner core is 304, 316, or 31 6L stainless 
steel. It would have been an obvious matter of design choice to a person of ordinary 
skill in the art to modify the stainless steel core as taught by Williams with the 304, 316, 
or 31 6L alloys because applicant has not disclosed that these alloys provide an 
advantage, is used for a particular purpose, or solves a stated problem. One of ordinary 
skill in the art, furthermore, would have expected Applicant's invention to perform 
equally well with the stainless steel as taught by Williams because both materials would 
provide the desired buckling resistance. Therefore, it would have been an obvious 
matter of design choice to modify Williams* invention by using 304, 316, or 31 6L 
stainless steel to obtain the invention as specified in the claims. 

19. Claims 15, 19, and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Williams in view of Stoy et al. (US 5,217,026 hereinafter "Stoy"). 
Williams discloses the essential features of the claimed invention except for providing 
an outer covering of 304, 316, or 31 6L stainless steel and an inner core of the claimed 
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materials. It would have been an obvious matter of design choice to a person of 
ordinary skill in the art to modify the stainless steel outer covering (col. 6, line 3) as 
taught by Williams with the 304. 316, or 316L alloys because applicant has not 
disclosed that these alloys provide an advantage, is used for a particular purpose, or 
solves a stated problem. One of ordinary skill in the art, furthermore, would have 
expected Applicant's invention to perform equally well with the stainless steel as taught 
by Williams because both materials would provide the desired buckling resistance. 
Therefore, it would have been an obvious matter of design choice to modify Williams' 
invention by using 304, 316, or 31 6L stainless steel to obtain the invention as specified 
in the claims. Furthermore, Stoy teaches of providing a stylet (col. 1 , line 27) with a 
ceramic core (col. 4, line 67) to provide the rigidity required for insertion into the human 
body. Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to provide Williams' invention with a ceramic core to 
provide the rigidity required for insertion into the human body. 

Response to Arguments 

20. Applicant's arguments filed 9/25/2006 have been fully considered but they are 
not persuasive. Applicant argued that Williams fails to anticipate independent claims 1, 
14, and 18 because Williams' inner and outer core are movable with respect to each 
other, and the claimed elements are not. However, Williams discloses that the 
elements are fixed during the implantation procedure (col. 3-line 1-23), thus preventing 
movement with respect to each other. 
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21 . Applicant further argued that the combination of Williams and Stoy is 
impermissible hindsight reconstruction because neither Stoy, nor Williams, disclose an 
outer metal covering and non-metal inner core; and are non-analogous because 
Williams discloses a system with movable elements and Stoy discloses a lubricious, 
hydrogel-coated stylet. However, Williams discloses a composite stylet structure for 
pushing a lead to a desired location, especially the configuration of Figure 5, which is 
effectively a composite structure of a stainless steel outer layer (col. 6, line 5) and 
Nitinol, plastic, polymer, or synthetic inner member (col. 5, line 56) for pushing lead "50". 
This is a clear indication that other nonmetallic materials are envisioned for the inner 
member, depending on the desired mechanical characteristics. Stoy discloses a stylet 
made of metal, plastic, carbon fibers, glass, ceramic, or a combination of materials (col. 
4, line 66), which is also a clear indication that Stoy envisions composite stylet 
structures made of various combinations of the above listed materials. Both references 
are in the same field of endeavor (stylets for implanting leads) and both teach of the 
desirability of combining various materials in stylet structures, such as stainless steel 
and ceramic, to provide desirable mechanical properties. As such, the rejection of 
claims 15, 19, and 20 under 35 USC 103(a) is still deemed proper and stands. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Kahelin whose telephone number is (571) 272- 
8688. The examiner can normally be reached on M-F, 9-5. 



Application/Control Number; 10/635,091 



Page 9 



Art Unit: 3762 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300, 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




GEORGE R.EVANi^^^^^ 
PRIMARY EXAMINER 




